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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/E POO/03747 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 17)): 
Description, pages: 

1-9 as originally filed 



Claims, No.: 

1-9 as originally filed 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 



Form PCT/lPEA/409 (Boxes l-VIII, Sheet 1) (July 1998) 



INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/E POO/03747 



(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 



6. Additional observations, if necessary: 



HI. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 
[3 claims Nos. 8, 9 (IA only). 



because: 



S the said international application, or the said claims Nos. 8, 9 (IA only) relate to the following subject matter 
which does not require an international preliminary examination (specif}/): 
see separate sheet 



□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 



□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. . 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been furnished or does not comply with the standard. 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1,2,4,5,7-9 

No: Claims 3,6 



Inventive step (IS) 
Industrial applicability (IA) Yes: Claims 1-7,9 



Yes: 
No: 



Claims 

Claims 1,2,4,5,7-9 
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No: Claims 8 (see Separate Sheet) 



2. Citations and explanations 
see separate sheet 



VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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1. Section III 

Claim 8 relates to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated with 
respect to the industrial applicability of the subject-matter of this claim (Article 
34(4)(a)(i) PCT). However, although not required under the provisions of the PCT, an 
opinion will be given with respect to novelty and inventive step. 

2. Section V 

2.1 Cited Documents 

2.1a The following documents (D) are referred to in this Report: 
D1: WO 94 04156 A (AKZO N.V.) 3 March 1994 

D2: WO 93 21 927 A (MEDICAL COLLEGE OF HAMPTON ROADS) 1 1 

November 1993 
D3: WO 97 49407 A (AKZO NOBEL N.V.) 31 December 1 997 

D4: SCHOONEN W.G.E. ET AL: 'Human progesterone receptor A and B 

isoforms in CHO cells. II. Comparison of binding, transactivation and EDD50 
values of several synthetic (anti)progestagens in vitro in CHO and MCF-7 
cells and in vivo in rabbits and rats 1 J. STEROID BIOCHEM. MOL. BIOL., 
vol. 64(3), 1998, pages 157-170 

Unless otherwise indicated reference is made to the passages cited in the Search 
Report. 

2.1b The content of the cited documents is the following: 

i) document D1 discloses the combination of a multi-phase progestin preparation 
and preferentially 14 sequential dosage units of a anti-progestin compound, e.g. 
Org 33245, for use in contraception. Decreased bleeding is mentioned as 
additional advantage (cf. p. 2, I. 33); 

ii) document D2 discloses regimens of progestin-only preparations and 
intermittent anti-progestin, e.g. once every 30 days. Org 31710 is explicitly 
mentioned as a preferred anti-progestin. Decreased bleeding is mentioned as 
additional advantage (cf. p. 3, II. 13-17); 

iii) document D3 discloses regimens of progestin-only preparations and 
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intermittent anti-progestin, e.g. twice every 30 days for use as contraceptive 
and/or for HRT. Org 31710 is explicitly mentioned as a preferred anti-progestin. 
Decreased bleeding is mentioned as additional advantage (cf. p. 2, II. 13-16); 

iv) in document D4 the anti-progestinic activity of Org 33245 is compared to that of 
Org 31710, in vitro and in vivo. It is shown that the former is more active than the 
latter. 

2.2 Art 33(2) PCT (Novelty) 

The subject-matter of present claims 3 and 6 does not meet the requirements of Art 
33(2) PCT since it is anticipated by the disclosure of document D1 . 

n.b. Contraception is not considered as a method of treatment of the body by therapy, 
since pregnancy is not a disease. Therefore a claim formulated following the Swiss 
format (i.e. claims 1-4) are considered as directed to a non-medical use of the named 
compositions and therefore as not-novel if the compositions themselves are known. 
Claim 7 (and 9, as far as it refers to 7) are considered as non-medical method claims. 

2.3 Art 33(3) PCT (Inventive step) 

The subject-matter of present claims 1 , 2, 4, 5 and 7-9 does not meet the requirements 
of Art 33(3) PCT. 

Documents D2 and D3 constitute the closest prior art. The technical problem to be 
solved can be formulated as "how to find a contraceptive preparation alternative to that 
of D2 and D3". The disclosure of document D4 clearly suggests to the skilled person as 
a possible solution the use Org 33245 instead of Org 31710, thereby rendering the 
subject-matter of the aforementioned claims obvious. 

2.4 Art 33(4) PCT (Industrial applicability) 

As stated above, no opinion is given on the question of whether present claim 8 is 
industrially applicable since its patentability is inter alia dependent upon its formulation 
as well as upon national and regional laws and no unifying criteria is provided in this 
field by the PCT. 

3. Section VIII 

The term "intermittent" in claims 5 and 7-9 is not clear. 
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